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spending to a daily dosag^ from about O.Ol mg to about 0.05 mg, together with one 
pharmaceutically aZptable earners or exc.pients, said drospirenone being in 
micronized form or spr/ed from a solution onto particles of an inert , 



corre; 



or more i 



; earner. 




3. (Amended) A compositj^ according to claim 1, comprising the drospirenone m 
amount corresponding to a dai/osage of from about 2.5 mg to about 3.5 mg. 



an 



5. (Amended) A composition according to claim 1, cpff^pnsmg the ethinylestradiol in 
an amount corresponding to a daily dosage of from abou/oi5 mg to about 0.04 mg. 

6. (Amended) A composition according u/claim 1 , comprising an amount of 
drospirenone corresponding to a daily dosage /from about 3.0 to about 3.5 mg and 
ethmylestrad.ol in an amount correspondin/o from about 0.015 to about 0.03 mg. 



7. (Amended) A composition /ccording to claim 1 wherein the pharmaceutically 
acceptable cairier or excipient is se/cted so as to promote rapid dissolution of the first and 
second active agents, the dissol/on being determined by applying the USP paddle method. 
! the dissolution media being w^ter at 37 »C and the stirring rate being 50 rpm, and wherein 
rapid dissolution means th/at least 70% of the first and second active substances are 
dissolved within 30 minutes. 




(Amended) A composition acp^rding to claim 7, wherein at least 80% of the first 
and second active agents are dissolv^ within 20 minutes. 
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10. (Ame„d.d) Apham,ac.u,icalk,,co„sis,mgo^aumberofsepa,a,elypackaged 
and MWidually removable da,ly dosage „ni.s placj/n . packaging unit and intended for 
oral adminlstrarion for a penod of a, leas, 21 c/ec«„ve days, wherein said daily dosage 
units eaclrcompriseacombination of 6P.7/5P,16P-dime,hylene-3.oxo.l7a.pregn.4.ene. 

2U7-carbo,ac,one, drospirenone, ,n an/tmoun, of fton, abo„. 2 mg .o abou, 4 nrg and 17a. 
e,h,nyles,radio, ,n an amount from *but 0.01 to about 0.05 n,g, said drospirenone and sa,d 
17a-e.hinylestradiol being in m.c/ized fonn or sprayed from a solution onto particles of an 

inert carrier. 

11. (Amended) A k.t according to claim 10. which additionally compnses 7 or less 
da,ly dosage umts containing no active agent mtended for oral admimstration subsequent to 
the period of at least 21 consecutive days, the total number of daily dosage units be.ng at 

least 28. 



12. (Amended) A k,t according to cla.m 11, wherein the number of daily dosage units 
compnsmg the combination of drospirenone and ethinylestradiol .s 21 , 22, 23 or 24, and 
wherein the number of daily dosage units contaming no active agent is 7, 6, 5 or 4. 



13. (Amended) A kit according to claim 10, wherein the number of daily dosage units 
comprising the combination of drospirenone and ethinylestradiol is 28, or a multiple of 28. 

14. (Amended) A kit according to claim 10, which compnses a number of daily dosage 
units comprising the combination of drospirenone and ethinylestradiol which is a multiple of 
21 , 22, 23 or 24, and additionally compnses a number of daily dosage units containing no 
active agent which is the same multiple of 7, 6, 5 or 4. 



16. (Amended) A kit according to claim 10 wherein the at least 21 daily dosage units 
comprise drospirenone in an amount of from about 2.5 mg to about 3.5 mg and 
17a-ethinylestradiol in an amount of from about 0.015 mg to about 0.04 mg. 

17. (Amended) A kit according to claim 10, wherein the at lea^l daily dosage units 
comprise drospirenone in an amount of from about 3.0 to about 3ymg and 17a- 
ethinylestradiol in an amount corresponding to from about O.m/to about 0.03 mg. 

18. (Amended) A pharmaceutical kit consisting o^ number of separately packaged 
and individually removable daily dosage units placed y<i a packaging unit and intended for 
oral administration for a period of at least 28 conse/tive days, wherein at least 21 of said 
daily dosage umts comprise a combination of 6B^P;15p,16p-dimethylene-3-oxo-17a-pregn- 
4-ene-21,17-carbolactone, drospirenone, in ar/amount of from about 2 mg to about 4 mg and 
17a-ethinylestradiol in an amount from abZ 0.01 to about 0.05 mg, wherein said 
drospirenone and said 1 7a-ethinylestradi6l are in micronized form or sprayed from a solution 
onto particles of an inert carrier, and Xrein at least 1 but no more than 7 of said daily 
dosage units contain 1 7a-ethinylest/diol in an amount from about 0.01 to about 0.05 mg and 
contain no drospirenone. 

19. (Amended) A kit according to claim 18, wherein the number of daily dosage units 
comprising the combination of drospirenone and ethinylestradiol is 21, 22, 23 or 24, and 
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wherein the number 
7,6, 5 or 4. 



of daily dosage units compnsmg ethinylestradiol without drospirenone is 




21. (Amended) A kit accord.ng to claim 18, where.n the at least 21 daUy dosage unUs 
comprise drospirenone in an amount of from about 2.5 mg to about 3.5 mg and 17a- 
ethinylestradiol m an amount of from about 0.015 mg to about 0.04 mg 



22. (Amended) A kit accordmg to cla.m 18. where.n the at least 21 daUy dosage units 
comprise drospirenone in an amount of from about 3.0 to about 3.5 mg and 17a- 
ethinylestradiol in an amount of from about 0.015 to aboma03m^ 



Add the following new claims: 

36. The composition 
S^ter or prodrug of the cora^und. 




of claim 1, wherein the drospirenone is in the form of 



37. The composition 
an ester or ether of the compound 



ition of claim 1, wherein the 1 7a-ethinylestradiol is in the form of 



38. The composition of claim 1 , wherein the drospirenone is provided on a carrier 
which IS of carboxymethylcellulose, hydroxypropyl cellulose, hydroxypropylmethyl 
cellulose, gelled starch, gelatin or polyvinylpyrrolidoner^ 



39. The kit 



provided on a carrier 



it of claim 10, wherein the drospirenone and 1 7a-ethinylestradiol are 
which is of carboxymethylcellulose, hydroxypropyl cellulose, 



hydroxypropylmethyl cellulose, gelled starch, gelatin or polyvinylpyrrolidone. 



a ^ 40. The kit of claim 18. wherein the drospirenone and 1 7a-ethinylestradiol are 

^ ^ provided on a carrier which is of carboxymethylcellulose, hydroxypropyl cellulose, 

hydroxypropylmethyl cellulose, gelled starch, gelatin or polyvinylpyrrolidone. - 



